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DETAILED ACTION 

Response to Amendment 

1. Claims 1-6 and 9-19 have been cancelled and claims 7 and 8 amended as 
requested in the amendment filed on April 13, 2009. Following the amendment claims 7 and 8 
are pending in the instant application. 

Claims 7 and 8 are under examination in the instant office action. 

2. Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

3. Applicant's arguments filed on April 13, 2009 have been fully considered but 
they are not deemed to be persuasive for the reasons set forth below. 

Specification 

4. The text of the instant specification remains not in compliance with the 
requirements for Sequence Identifiers, see reasons of record in section 3 of Paper mailed on 
January 12, 2009. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claim 8 stands rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claim 8 stands indefinite for reciting limitation "recombinant animal which expresses 
KCNE4", see reasons of record in section 9 of Paper mailed on January 12, 2009. The metes and 
bounds of the limitation cannot be determined from the claim or he instant specification as filed. 

Claim Rejections - 35 USC § 101 

7. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

8. Claims 7 and 8 stand rejected under 35 U.S.C. 101 because the claimed invention 
is not supported by either a specific and substantial credible asserted utility or a well-established 
utility for reasons of record in section 12 of Paper mailed on January 12, 2009. 

At pp. 1 1-12 of the Response, Applicant traverses the rejection by stating that the 
specification provided "the sequence for the KCNE4 protein and experimental data showing that 
patients diagnosed with Alzheimer's disease show a differential expression of the KCNE4 
protein in their brain tissue when compared to a healthy brain tissue control. [. . .] Moreover, 
Applicant has provided the working example found in Example 1 explaining the methods used to 
produce this data. Further description of the claimed screening methods as well as a definition of 
what constitutes a "modulator" are provided in paragraphs [0007], [0043], [0044], [0045], and 
[0046]. Taken together, one of skill in the art will appreciate that compounds found to be 
modulators of KCNE4 as shown in SEQ ID NO: 1 have a specific and credible utility for treating 
Alzheimer's patients in view of at least the evidence in the specification". Applicant's arguments 
have been fully considered but are not persuasive for the following reasons. 
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As fully explained in the previous office action of record, the disclosure of differential 
expression of KCNE4 protein in certain areas of the brain of patients with Alzheimer's disease 
(AD) does not directly correlate with assertion of a specific role of the KCNE4 in AD and 
therefore, does not support an assay that measures difference in activity or level of expression of 
KCNE4 for identification of potential pharmaceutical compounds. Moreover, since the activity 
of KCNE4 protein at the time of invention was not known or disclosed, it is not obvious as what 
parameter is supposed to be measured to practice the instant claimed method. 

The only Example provided by the instant specification (Example 1) at p. 33 is limited to 
the description of measuring KCNE4 expression levels and provides no further support for the 
claimed method of screening for compounds that "decrease Alzheimer's disease". Moreover, 
since the claims do not require that any specific alteration in the level or activity of KCNE4, such 
as decrease or increase, identifies a compound that decreases AD, then by broadest reasonable 
interpretation, any compound would qualify as satisfying the limitations of the claims, which 
makes the instant methods meaningless. 

In the decision of the U.S. Court of Appeals for the Federal Circuit In re Fisher, 2005 
WL 2139421 (Sept. 7, 2005), the court interpreted Brenner v. Manson, 383 U.S. 519, 148 USPQ 
689 (1966), as rejecting a "de minimis view of utility" 2005 WL 2139421, at *4. The Fisher 
court held that § 101 requires a utility that is both substantial and specific. Id. At *5. The court 
held that disclosing a substantial utility means "show[ing] that an invention is useful to the 
public as disclosed in its current form, not that it may be useful at some future date after further 
research. Simply put, to satisfy the 'substantial' utility requirement, an asserted use must show 
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that the claimed invention has a significant and presently available benefit to the public." Id. The 
court further held that a specific utility is "a use which is not so vague as to be meaningless." Id. 

In the instant case, the specification discloses data related to tissue distribution of KCNE4 
in brain tissue of patients with AD but discloses no utilities based on that data. Instead, what is 
claimed is a method of screening for a compound useful in treatment ("decrease") of AD, which 
represents at most a hypothetical possibility that KCNE4 is associated or involved with AD 
pathology, which is not substantial or specific "real world utility" by Brenner standard. Without 
knowledge of KCNE4 activity or its relevance to a specific physiological function altered during 
the course of AD, screening for compounds that affect ("alter") this unknown activity provides 
the barest information in regard to selection of a potential therapeutic drug. Thus, the assertion of 
"a specific and credible utility for treating Alzheimer's patients" by practicing the claimed 
method constitutes a utility that requires further research to identify or reasonably confirm a "real 
world" context of use, which, as it has been determined by the courts, does not support 
patentability. 

For reasons of record in the previous communication of record and reasons above, the 
instant rejection is maintained. 

Claim Rejections - 35 USC § 112 
9. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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10. Claims 7 and 8 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and substantial 
credible asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

Conclusion 

11. No claim is allowed. 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Olga N. Chernyshev, Ph.D. 

May 20, 2009 

/Olga N. Chernyshev/ 

Primary Examiner, Art Unit 1649 



